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R marks/Arqum nts: 

By this Amendment, applicants have requested that a typographical error in the 
spelling of the name of one inventor, namely Maria Janusz, be corrected. Also by this 
Amendment, applicants have amended claims 15, 24, 27 and 31 and have added new 
claims 58-68 to the application. Accordingly, claims 15, 16, 24, 26-32, 35, 40, 41, 54 
and 58-68 are pending in the application. 

Summary of Interview 

No agreement regarding the allowability of any claims was reached during a July 
29, 2003 telephonic interview between the counsel for applicants and Examiner Roy R. 
Teller and Supervisor Brenda G. Brumback. However, agreement was reached during 
the interview that claims 40, 41 and 54 are not presently the subject of any rejection. 
The allowability of such claims requires additional consideration. 

As was discussed in the interview, in an effort to expedite consideration of the 
present application, by this Amendment applicants have deleted all references to the 
phrase "neurodegenerative diseases" from the claims. Moreover, new claims have 
been added to separately claim the treatment of dementia and Alzheimer's Disease via 
the administration of Colostrinin in isolated form to human pateints. Applicants reserve 
the right to pursue the canceled subject matter in one or more divisional applications. 

Claim Rejections - 35 U.S.C. §112 

In the Office action of February 7, 2003 (Paper No. 26), the Examiner rejected 
claims 15, 16, 24, 26-32 and 35 under 35 U.S.C. §112, first paragraph, on grounds that 
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the specification, while enabling for Colostrinin usage as a modest cytokine inducer in 
human leukocytes does not reasonably provide enablement for treatment of dementia, 
neurodegenerative diseases or Alzheimer's Disease. The Examiner contends that the 
specification does not enable any person skilled in the art to make and/or use the 
invention commensurate in scope with the claims. Applicants respectfully disagree. 

The specification clearly identifies what the term "Colostrinin" refers to (e.g., page 
4, line 13 to page 5, line 11) and from what sources Colostrinin may be derived (e.g., 
page 4, lines 8-12). Furthermore, the specification provides a stepwise explanation of 
how Colostrinin may be isolated from mammalian colostrum (e.g., page 5, line 12 to 
page 6, line 16). And, in what form it can be administered to human patients (e.g., 
page 6, line 30 to page 7, line 13). 

The specification discloses that Colostrinin can be administered to human 
patients to treat dementia (e.g., page 2, line 15) and Alzheimer's Disease (e.g., page 2, 
line 20), and that it can be used as a dietary supplement (e.g., page 3, line 23 to page 4, 
line 4). In addition, the specification identifies the preferred and most preferred 
therapeutic unit or dosage to be administered to human patients (e.g., page 6, lines 27- 
29), as well as the preferred administration regimen or method of treating human 
patient's with Colostrinin (e.g., page 6, lines 18-26). In addition to disclosing the 
preferred treatment regimen and therapeutic unit or dosage, the specification discloses 
the various forms in which the Colostrinin can be administered to a human patient (e.g., 
page 6, line 30 to page 7, line 13). 
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Example I (page 10, line 20 to page 12, line 9) shows how to obtain Colostrinin 
from the colostrum of sheep taken after parturition up to 24 hours after commencement 
of lactation. Example III (page 12, line 23 to page 13, line 16) shows how to prepare a 
tablet for sucking comprising Colostrinin for use in treating human patients afflicted with 
the early and late stages of dementia and Alzheimer's Disease. Example VII (page 15, 
line 6 to page 18, line 3) shows that administration of Colostrinin in tablet form as taught 
in Example III to persons afflicted with Alzheimer's Disease (and healthy patients), in 
cyclic treatment, stimulates the beneficial production of certain cytokines, particularly 
interferon gamma (IFN-y) and tumor necrosis factor alpha (TNF-a), which patients with 
Alzheimer's Disease exhibit a diminished capacity for production of. IFN-y is a potent 
immunomodulator that is critical for the development of the cytotoxic lymphocyte 
response (CTL). This immune response is considered to be very important in protecting 
humans and animals from variety of bacterial, viral and parasitic infections. The fact 
that TNF-a is also induced by Colostrinin is important because TNF-a is a major 
activator of macrophages, among other immune cells, which are important in host 
defense against infections. Also it is important to mention that the induction of these 
two cytokines was correlated with the increase in the proliferation of peripheral blood 
lymphocytes. 

Example IX (page 19, line 40 to page 21 , line 4) shows that administration of 
Colostrinin in tablet form as taught in Example III, in addition to inducing the beneficial 
production of cytokines in human patients afflicted with Alzheimer's Disease, also 
produces an improvement of contact and an uplift in mood in such patients. The phrase 
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"improvement of contact" means that the general awareness of the human patient and 
the human patient's response to external stimuli was increased. This may be 
objectively manifested as an improvement in participation of the human patient in daily 
activities by active, and not dormant, behavior. An "uplift in mood" means that 
improvements are observed in the human patient's general level of happiness and 
contentment. 

The specification also discloses that instead of Colostrinin, a variety of disorders, 
especially Alzheimer's Disease, can be treated through the administration of an isolated 
nonapeptide ("NP") obtained from Colostrinin or by means of chemical synthesis that 
has the following composition and amino acid sequence: Val-Glu-Ser-Tyr-Val-Pro-Leu- 
Phe-Pro (page 10, lines 5-15). Examples II and X show the isolation of NP and the use 
of NP in the treatment of Alzheimer's Disease, respectively. Administration of NP to 
patients afflicted with the early stages of Alzheimer's Disease induced a state of 
hyporeactivity or tolerance, which resulted in an improvement of contact and an uplift of 
mood in such patients (page 21, lines 7-22). 

In view of the foregoing, applicants respectfully submit that the specification is 
fully enabling for claims of the scope presently presented for consideration. The 
specification clearly describes what Colostrinin is, how and where it can be obtained, 
how much should be administered to a human patient as a dietary supplement or to 
treat dementia and/or Alzheimer's Disease, in what forms the Colostrinin can be 
administered, a preferred regimen by which it can be administered, and the likely results 
to be derived from its administration. Applicants respectfully submit that one of ordinary 
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skill in the art could easily practice the invention as claimed based upon the teachings 
and disclosures set forth in the present specification. Reconsideration of the rejection of 
claims 15, 16, 24, 26-32 and 35 under 35 U.S.C. §112, first paragraph, is respectfully 
requested. 

Claim Rejections - 35 U.S.C. §102 

In the Office action of February 7, 2003 (Paper No. 26), claims 15, 16, 24, 26-32, 
35, 40, 41, and 54 were rejected under 35 U.S.C. §102(a) as being anticipated by Inglot 
(Archivum Immunologiae et Therapiae Experimentalis, 1996, Vol. 44, pp. 215-224). 
However, in the Office action of February 28, 2003 (Paper No. 27), the rejection of such 
claims was withdrawn in view of a Declaration previously submitted by the applicant 
showing that the Inglot reference was actually published on October 8, 1996 after the 
October 3, 1996 priority date of the present application. 
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Conclusion 

In view of the foregoing, applicants respectfully submit that claims 15, 16, 24, 26- 
32, 35, 40, 41, 54 and 58-68 are presently in condition for allowance, and a timely 
Notice to that effect is earnestly solicited. 

Respectfully submitted, 

RANKIN, HILL, PORTER & CLARK, L.L.P. 



925 Euclid Avenue 
Suite 700 

Cleveland, Ohio 44115-1405 
(216) 566-9700 




Randolph E. Digged 1 1 
Reg No. 40,590 
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